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Combined Brief Summary 


Description: M.V.|.-12 is a sterile product consisting of two vials 
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3.300 USP units 
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10 USP units 


M.V.1.-12 also contains propylene glycol 30%, and gentisic acid 
ethanolamide 2% as stabilizers and preservatives, sodium hydroxide 
for pH adjustment, polysorbate 80 1.6%. polysorbate 20 0.028%. 
butylated hydroxytoluene 0.002%, butylated hydroxyanisole 
0.0005%, citric acid, and sodium citrate 
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hydroxide for pH adjustment. polysorbate 80 80 mg, polysorbate 
20 1.1 mg, butylated hydroxytoluene 82.5 mcg. and butylated 
hydroxyanisole 20.6 mcg 


M.V.1.-12 and M.V.1.-12 Lyophilized provide a combination of 
important oil-soluble and water-soluble vitamins formulated 
especially for incorporation into intravenous infusions 


Indications and Usage: These formulations are indicated as daily 
multivitamin maintenance dosage for adults and children 11 and 
above receiving parenteral nutrition. They do not contain vitamin K 
which may have to be administered separately. 


Contraindications: Known hypersensitivity to any of the vitamins in 
this product or a p g hyper 





Precautions: M.V.1.-12 is not physically compatible with KEFLIN® 
(cephalothin sodium), or ANCEF® or KEFZOL® (cefazolin sodium) 
M.V.1.-12 Lyophilized is not physically compatible with DIAMOX® 
(acetazolamide) 500 mg, and DIURIL® Intravenous Sodium 
(chlorothiazide sodium) 500 mg. Both products are not physically 
compatible with moderately alkaline solutions. Some of the vitamins 
may react with vitamin K bisulfite. It has been reported that folic acid 
is unstable in the presence of calcium salts such as calcium gluco- 
nate. Direct addition of these products to intravenous fat emulsions 
is not recommended 


Carcinogenicity: Carcinogenicity studies have not been performed 


Pregnancy: Pregnant women should follow the U.S. Recommended 
Daily Allowance for their condition, because their vitamin require- 
ments may exceed those of nonpregnant women 


Nursing Mothers: Lactating women should follow the U.S 
Recommended Daily Allowance for their condition, because their 
vitamin requirements may exceed those of nonpregnant women 
Pediatric Use: Safety and effectiveness in children below the age of 
11 have not been established. 

Adverse Reactions: Allergic reaction has been known to occur 
following intravenous administration of thiamine. This risk, how- 
ever, is negligible if the thiamine is administered with other vitamins 
of the B group. 

Overdosage: The possibility of hypervitaminosis A or D should be 
borne in mind 

How Supplied: M.V.1.-12 (Vial 1 and Vial 2) in boxes of 25 and 
cartons of 100 

M.V.1.-12 Lyophilized in boxes of 25 vials and cartons of 100 vials 
These formulations are intended for use only after dilution in 
intravenous infusions 

See circular for each product for full prescribing information. 
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TIGAN (iritncthobenzamide HC) 


Before prescribing, please consult complete product information, a 
summary of which follows: 

Indications: Tigan is indicated for the control of nausea and vomiting. 
Contraindications: The injectable form of Tigan in children, the supposi- 
tories in premature or newborn infants, and use in patients with known 
hypersensitivity to trimethobenzamide are contraindicated. Since the 
suppositories contain benzocaine they should not be used in patients 
known to be sensitive to this or similar local anesthetics. 


Warnings: 


Caution should be exercised when administering Tigan to children 
for the treatment of vomiting. Antiemetics are not recommended 
for treatment of uncomplicated vomiting in children and their use 
should be limited to prolonged vomiting of known etiology. There 
are three principal reasons for caution: 

1. There has been some suspicion that centrally acting antiemetics 
May contribute, in combination with viral illnesses (a possible 
Cause of vomiting in children), to development of Reye's syndrome, 
a potentially fatal acute childhood encephalopathy with visceral 
fatty — especially involving the liver. Although there is 
no confirmation of this suspicion, caution is nevertheless 
recommended. 

2. The extrapyramidal symptoms which can occur secondary to 
Tigan may be confused with the central nervous system signs of 
an undiagnosed primary disease responsible for the vomiting, e.9., 
Reye's syndrome or other encephalopathy. 

3. Ithas been suspected that drugs with hepatotoxic potential, such 
as Tigan, ge | unfavorably alter the course of Reye's syndrome. 
Such “trugs should therefore be avoided in children whose signs 
and symptoms were, could represent Reye’s syndrome. It 
should also be noted that salicylates and acetaminophen are 
hepatotoxic at large doses. Although it is not known that at usual 
doses they would represent a hazard in patients with the — 
ing hepatic disorder of Reye’s syndrome, these drugs, too, should 
be avoided in children whose signs and symptoms could represent 
Reye's syndrome, unless alternative methods of controlling fever 
are not successful 














b= may produce drowsiness. Patients should not operate motor 
vehicles or other dangerous machinery until their individual responses 
have been determined. Reye's syndrome has been associated with the 
use of Tigan and other drugs, including antiemetics, although their 
contribution, if any, to the cause and course of the disease hasn't been 
established. This syndrome is characterized by an abrupt onset shortly 
following a nonspecific febrile illness, with persistent, severe vomit- 
ing, lethargy, irrational behavior, progressive encephalopathy leading to 
coma, convulsions and death. 

Usage in Pregnancy: Trimethobenzamide hydrochloride was studied in 
reproduction experiments in rats and rabbits and no teratogenicity was 
suggested. The only effects observed were an increased percentage of 
embryonic resorptions or stillborn pups in rats administered 20 mg and 
100 mg/kg and increased resorptions in rabbits receiving 100 mg/kg. 
In each study these adverse effects were attributed to one or two dams. 
The relevance to humans is not known. Since there is no adequate 
experience in pregnant or lactating women who have received this drug, 
Safety in pregnancy or in nursing mothers has not been established. 

Precautions: poe the course of acute febrile iliness, encephalitides, 
gastroenteritis, dehydration and electrolyte imbalance, oo in 
Children and the elder'y or debilitated, CNS reactions such as opis- 
thotonos, convulsions, coma and extrapyramidal symptoms have been 
reported with and without usc of Tigan or other antiemetic agents. In 
such disorders caution should be exercised in peypmeny | Tigan, 
particularly to patients who have recently received other CNS-acting 
agents (phenothiazines, barbiturates, belladonna derivatives). It is 
recommended that severe emesis should not be treated with an 
antiemetic drug alone; where possible the cause of vomiting should be 
established. Primary emphasis should be directed toward the restora- 
tion of body fluids and electrolyte balance, the relief of fever and relief 
of the causative disease process. Overhydration should be avoided 
since it may result in cerebral edema. 

The antiemetic effects of Tigan may render diagnosis more difficult in 
such conditions as appendicitis and obscure signs of toxicity due to 
overdosage of other drugs. 

Adverse Reactions: There have been reports of hypersensitivity reac- 
tions and Parkinson-like symptoms. There have been instances of 
hypotension by a following parenteral administration to surgical 
patients. There have been reports of blood dyscrasias, blurring of vision, 
coma, convulsions, depression of mood, diarrhea, disorientation, dizzi- 
ness, drowsiness, headache, jaundice, muscle cramps and opisthoto- 
nos. If these occur, the administration of the drug should be discontinued. 
pomp type skin reactions have been observed; therefore, the drug 
should be discontinued at the first sign of sensitization. While these 
symptoms will usually disappear spontaneously, symptomatic treat- 
ment may be indicated in some cases. 

Note: The injectable form is intended for intramuscular use only; it is 
not recommended for intravenous use. 

How Ee Sarr. Pediatric, 100 mg, boxes of 10. Supposi- 
tories, 200 mg, boxes of 10 and 50. 

Ampuls, 2 ml, boxes of 10° Multiple-Dose Vials, 20 ml. Thera-Ject® 
(Disposable Syrin ges) 2 mi, boxes of 25. Capsules, 250 mg, bottles of 
100 and 500; 100 mg, boities of 100. 


Beecham 
laboratories 
Bristol, Tennessee 37620 
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